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IOPTS—42019A; TSH-FRL2429-81 -.

Toxican~Hazardous Substances
Control; AcentonitrUe. Decision To
Adopt Negotiated Testing Program

AGENCY: EnvironmentalProtection
Agency(EPA).
ACTION: Notice.

SUMMARy: EPA, in responseto the
InteragencyTestingCommittee’s(ITC)
designationof acetonitrilefor priority
testingconsiderationundertheToxic
Substances Control Act (TSCA).
publishedin theFederalRegisterof
December29, 1982, a NegotiatedTesting
Agreementwhich announceda
preliminarydecisionnot to require
healtheffectstestingof acetonitrile
basedon the Agency’sanalysisof
existingdataandpreliminary
acceptanceof’ a testingprogram
submittedby acetonitrilemanufacturers.

On thebasisof the Agency’sreview
andcommentsreceived.EPA has
concludedthat thet~stingprogram
sponsoredby the manufacturerswill
more expeditiouslyprovide theneeded
testdatathanwould initiatir%g
rulemakingunderSe~tion4(a) of TSCA.
Therefore,EPA will not initiate
rulemakingto requirehealtheffects ~‘

testingof acetonitrileat this time.
FOR FURTHER INFORMATION CONTACT:
JackP. McCarthy.Director,TSCA
AssistanceOffice (TS—799).
EnvironmentalProtectionAgency.Rm.
E—543,401 M St.. SW.. WashingtonD.C.
20460.Toll Free: (&)0—424—9065), in
Washington.D.C. (554—1404).outsidethe
USA (Operator202—554—1404).
SUPPLEMENTARY tNFORMAT1O’~:

1. Background

EPA issueda notice,publishedin the
FederalRegisterof June1, 1979which
announcedITC’s designationof
acetonitrilefor priority testing
considerationundersection4(e) of
TSCA. TheITC recommendedthat
acetonitrilebeconsideredfor health
effects testing.The ITC’s
recommendationwasbasedon: (1)
Largeproductionvolume:(2) the
potentialfor humanexposureto occurin
the workplace:and(3)thelackof
adequatedataon carcinogenicity.
mutagenicity.teratogenicity.other
chroniceffectsandepidemiology.

In a December29, 1982,Federal
Registernotice (47 FR 58020) theAgency
respondedto theITC asrequiredunder
section4(e)-of TSCA by describinga
NegotiatedTestingAgreement
developedby the EPA. E. I. Dupontde
NemoursandCompany.Inc..Monsanto
ChemicalIntermediatesCompany.and
theVistron Corporationandannouncing

its preliminarydecision~iot to initiate
rulemakingunder-section4(a)of TSCA
requiringhealtheffectstestingfor
acetonitrile.Thisdecisionwasbasedon
th’e Agency’sanalysisof theexisting
dataandits preliminaryacceptanceof
theprogramsubmittedby the above
namedacetonitrilemanufacturers
which, in theAgency’sview, appeared
likely to provide adequatetestdata
moreexpeditiouslythanatestrule.

Theacetonitrilemanufacturers’
programwasincludedin the public
record(docketnumberOP’l’S~2019).
TheAgencyrequestedcommentson the
december29, 1982, FederalRegister
notice(47 FR 58020)whichdescribedthe
acetonitrilemanufacturers’programand
theAgency’s rationalefor not proposing
to requiretestingby rule.

II. EPA’s Responseto Public Comments

TheAgencyreceivedcommentsfrom -

theNaturalResourcesDefenseCouncil
(NRDC1.E. I. Dupontdo Nemo~rsand
Company.Inc..MonsantoChemical
IntermediatesCompany.andthe Vistron
Corporation.EPA’sresponsesto theth
a~esummarizedbelow.

NRDC madeagenericcriticism of
EPA’s policyof acceptingnego:iated
testingagreementsin -lieu of rul~making
to requiretestingundersection4(a) of
TSCA.It arguedthatthe “plain
language~’of TSCA mandatesthat
testing of section4~e)chemicalsmustbe
acc~mplishedby rule. in adtlition.
NRDC contendedthat negotiated-testing
had manyproceduralandicgal
deficiencies,noting particularly thelack
of enforceabilityof negotiatedtesting
agreementsandfailure of the
agreementsto triggerotherstatutory
provisionsaswould be triggeredby a
TSCAsection4(a) rule, NRDC madeno
chemicalspecificcommentsaboutthe
Agency’stestingrationaleor the
proposedacetonitrile‘testing program.

EPA haspreviouslyaddressed
NRDC’s generalconcernabout
negotiatedtestingin aJanuary5. 1982,
FederalRegisternoUce(47 FR 335)
which describedther.egotiatedtesting
programfor alkyl phthalates.A more
detailedanalysisof NRDC’s arguments
waspreparedfor inclusionin thepublic
recordof that action(docketnumber
OPTS—42005).As wasindicatedin that
notice,EPA believesthat neitherTSCA
norits legislativehistory support
NRDC’s contentionthatCongress
establishedrulesas theexclusivemeans
for accomplishingtesting.EPAbelieves
that negotiatedtesting is consistentwith
thestatutorypurposethat adequatedata
on chemicalsbedeveloped
expeditiouslyby theinvolved
companies.

- ~ -~treesthat negotiated(estir.gis
not ~uiy enforceable;hut. sh~-~.
A~~a;cybuspreviouslyindica4~djnthe -

!;a~uary5. 1982,FederalRegisterr~tic:e -

~—;7FR 335), therearecompelling
practicalreasons-why it expectsthat
involvedcbnipanieswill follow their
agreementsin thevastmajority 01cas~:s.-

Furthermore,theAgencydisagreeswith —

NRDC’s contentionthat if EPA is for~:eil
to developa rulebecauseof failure of a
negotiatedprogram,theentireprogram
will takesubstantiallylongerthati if
EPA hail i~lti~llypursilCil ruti’rn.iki iig.

Rather.1’PA iic~lwves i hat it c:mili I
conductan expeditedrulemakingwhich
in manycaseswould not substantially - -

lengthentheentireprocess.
NRDC is correctin assertingthat

acceptanceof-a negotiatedtesting
programwill not triggercertainother
statutoryprovisionsthatwould be
initiated if theAgencyproposed.a8d
then promulgated,a testing rule f~
particularsubstances.I lowevor. F~’A
believesthat Ni~DChasr.onsiderablv
exaggeratedthepracticalimp.ict of tii~s

difference.Although a negotiafl’d testing
programdoesnot triggerthe obligation
of a man~tfacturerof a newsubstance
subjectto a section4 rule to submit test
dati~undersection5fbHl) andtn dtdav
manufacturinguntil that is dune.th;i
particular-requirementonly relutes it,

EPA actionsundersection4 concerning
categoriesof chemicalsubstances.It is
not applicableto acetonitrile.an
individual- chemicalsubstancecurrently
in production.

in addition; contraryto NRDC’s claim.
-EPA hasthesameauthorityto disclose
healthandsafetydatageneratedfrom
negotiatedtestingasit would if the
testing wereconductedundera rule.
Section14(b)(1)(A)(i)concernsdata
from anyhealtharidsafetystudyon a
chemicalin “commercialdistr:bui;en
(which should-includevirtually uU
chemicalsdesignatedby thelTC)and
makesno distinction ‘easeduponhow
theAgencyreceivesthe data.

EPA’s position thatnegotiatedtest~ng
is alegally sufficientalternativeto
section4 rulemakingwasexaminedby
theGeneralAccountingOffice (GAO)
during1962. TheGAO concludedthat
“neithersection4(a) nor4(e) compels
thepromulgationof a testrule
proceedingwhereadequatetestdata
maybedevelopedpursuantto voluntary
testingagreements.GAO further
concludesthatsincevoluntary
agreementsareconsistentwith
significantpurposesof section4. implied
authority existsfor EPA to negotiate
suchagreements.~’(GAO. 1982.EPA
ImplementationofSelectedAspectsof
theToxic SubstancesControlAct.



- AgencyamendstheDecember29..1982.
FederalRegisternotice(47FR 58020).
with the following language:“In
conductingthemutagenicityand
teratologystudies,industry hasagreed
to adheretoGoodLabOratoryPractice
Standa’rdsis~uedby theFood andDrug
Administrationin theDecember22,
1978,FederalRegister(43 FR 50986). In
addition,industryhasagreedthatall
raw data,documentationrecords, -

protocols,specimens,andreports - -

generatedasaresultof thestudieswill
beretainedfor at least10 yearsfrom-the
dateoftheprogram’sacceptanceby
EPA andwill bemadeavailableon
inspectionor submittedto EPA if -

requestedby EPA or its authorized
representative.”Documentationrecords

- areto includecorrespondenceand other
documentsrelatingto the interpretation
andevaluationof data.EPAseesno
practicaldifferencebetweenthe
languagecontainedin theDecember29,
1982,FederalRegister(47 FR 58020)and
theabovelanguage.Thesubstitutionof
langu~gcis beinamadeto insurethat
thefactualstatementof whatwas
agreedto it totally correct.

IlL Testing - - - - -

1. StudyPlaits. In anoticeof a
NegotiatedTestingA ementwhich
appearedin theDecember29, 1982. -

FederalRegistc,r(47FR 5&t20), the
Agencydescribedtheacetor~itriie
manufacturers’proposedprogram.The
final studyplansfor thisprogramhave
beensubmittedandare in the public -.

record(docketnumberOPTS—42019).- -

The final studyplansinclude:-
a.A Ci-IOIHGPRTin vitro

mammaliancell mutationassayto be
startedin mid-1983andfor which a final
reportwill submittedby early1984.

b.An embryo-fetaltoxicityand
teratogerticitystudyin-NewZeaiand
White Rabbitsto beinitiatedin mid- -

1983 andforwhich a final reportwill be
submittedby early1984.

2. Goriclusions.EPAhasreviewedthe.
studyplansandhasconcludedthat~

a.TheCHOfHGPRTThvitro
- mammaliancell mutation assaywill
providesufficientdatato completethe
-first tierbatteryof mutagenicitydata -

that theAgencywould havenormally
requiredunderasection4(a) testrule.

b. Theteratogerilcitystudy,in -

conjunctionwith. existingdataon -

acetonitrile’seffects,canbeexpectedto
providesufficientdatato determinethe
embryo-fetaltoxicity and.the
teratogenicpotentialof acetonitrile.This
studywill providetheAgencywith
teratogenicitydatafor a second
mammalianspecieswhich the -

Organizationfor EconomicCooperation.

andDeve. - m~nlandTSCA test

guidelin~-~commend. - -

.tV.Pui~.:~~ocord - - -

-is estahlTshedapublic ~rd -

for h., decisionnottopursuetesti~g~
Un section4 (docketnumber(OPTS—

- 4~-Ji9A)).Thisrecordincludes:-
11) FederalRc~gisternoticecontaining

;he ITC reportaddingacetonitrileto the
priority list. -.

(2) Communicationsbeforeindustry
testingproposalconsistingof letters,
contactreportsof telephone
conversations,andmeetingsummaries.

(3) Testingproposalsandprotocols.
(4) Publishedandunpublisheddata.
(5) FederalRegisternoticerequesting-

commentonthenegotiatedtesting-

proposalfind commentsreceivedin
responsethereto. - -

Therecord,containingthe basic
informationcor.sideredby theAgencyin
developingthedecision,is a’milahle for
inspectionfrom 8:00 a.m. to 4:00 p.m.
MondaythroughFridayexceptlegai-

- holidaysfri theOPTSReadingRoom.E—
107, 401M Street,SW.,Washington,
D.C~20460.TheAgencywill supplement
this recordperiodicallywith additional
relevantinformationreceived. -

- (Sec.4.90Stat.2003; (1$U.S.C.26011)- -

Dated:October27,1t~63.- - - -

William D. Ruckeishaus, -

Administrator. - -

~FRi),,r~i’O-25971~tea1i-3-8~ 5’4S~m(
8%WHO COOS 5560-40-U -

[OPTS-59137~SH—~RL2484.-3J -

Toxic Substances Control, --

PremanufactureExemption
Applications; CertainChemicals -

AGENCY: EnvironmentalProtection
Agency(EPA). - - - - -

ACTION: Noti~e;- -

SUMMARY: EPAmayupo~1application
exemptanypersonfrom the
premanufacturing-notification
requirements-of section-5(a) or (‘e) of the
Toxic SubstancesControlAct (TSCA)to
permit thepersonto manufactureor
processachemicalfor testmarketing -

purposesundersection5(h)(i) of TSCA.
Requirementsfor testmarketing
exemption(TME~applications,which
musteitherbeapprovedor denied
within 45 daysof receipt,arediscussed
in EPA’s revisedstatementof interim
policy publishedin theFederalRegister
of November7, 1980(45 FR 74376).This
notice,issuedundersection5~h)(6)of
TSCA, announcesreceiptof five
applicationsforexemptions,providesa

- summary.andrequestscommentson the
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GeneralAccountingOffice Deceml~er7
- - - 1982. GAO/RCED-83—62p. 15~. - -

_• - -- - - Basedon theabove,EPAcontinuøst~
- -_ - believethat,whereappropriatetesting -

- is beingsindertaken,negotiatedtesting
- . agreementsarean-appropriate. - - -- -- - -

alternative to expensive-,time— - -

- - -: consumingrulemakingunder-section4
-- -.- of TSCA. - .-- - -- -- -

- - - In theircomments,theacetonitrile
‘ manufacturersclarified two important -

- - - -, -issues-addressedin the December29. - -

- ~ - - -- .1982.FederalRegisternotice(47FR -

- - - 58020).TheAgencyreviewedtheir
- - -‘ commentsandits responseis provided
- - - below. - - - -~

- - 1. UseofTSI~AseotloftII. The - . -

- - acetortitrilemanufacturerscommented -

-: - ‘that they did not agreein their test - - -

- - program“to permitlaboratoryaudit.:
- - inspectionsin accordancewith the -

- ~-. proceduresoutlinedth.-TSCAsection11,
- at therequestof authorized - - - -, -

- - represcntativesof theEPA.”Secion11 - -

- - of TSCAprovidesEPAwith the -

- authority toperform qualityassurance
- auditsto ensurethat testingisbeing

- conductedin accordancewith Good - - -

- -- - - LaboratoryPracticeStandard~.The -

- Agencyinformedthe acetonitrile -- -

-. - - - - - --- manufacturersthatadherenceto the --

-: proceduresoutlinedin sectionTI is not - -

-- - negotiable.As aresult,theacetonitrile -

- - - - manufacturersagraedto adhereto the

0 procedukesnutlinedin sectionhot -

TSCA. -

— - 2. Useof GoodLaboratoryPractice
- Siarzdards.The acetonitrile -

- - - manufacturerscomrnentedthat theydid
- - - - - notagreei-n theirtestprogram ° -

- - - “that all rawdata,documentation *

- andreportsgeneratedasa result of
studies will beretainedasspecifiedin

- theproposedTSCACoedLaboratory
- PracticeStandards(May9, ‘1979,Federal

- Registernotice.44 FR27324Jandmade
availableduringan inspectionor - -

r. - - - submittedtoEPA iirequestedby EPAor
- - its authorizedrepresentatIve.”- --

- - - - TheAgencyacknowledgesthe -

-, - - inconsistencyin this statementin the:
— ~. December29.1982,FederalRegister --

-: . -- -. -. notice(47FR 58020)with theianguage.
- - ~ concerningGoodLaboratoryPractice

- - - Standardscitedin otherFederal -

— Registernoticesof NegotiatedTesting -

- Agreements(Chlorobenzotrifluoride- - : --

- - - (November8.1982FederalRegister,
-; - - notice,44 FRSO5SS);Methyflsobutiy -

- - - - , KetonaandMethylEthylKetoue - -

-- (December29~19132.FederalRegister -

-- - - notice,47 FR58025)~timony Metal.
- - AntimonyTrioxide, andAntimony

-- Sulfide (January6, 1983,FederalRegister
- ~otice,48FR 717)tAcrylamide (January

- - - 6. 1983,FederalRegisternotice,48 PR - -- -

- - 725); andisophorone(January-6, 1983 - -

- FederalRegisternotice.48 FR.727~).In -

- - -‘ — order to resolvethisinconsistencythe
---- ---i ---.- -

tr,~


